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DETAILED ACTION 



Claim Rejections - 35 use § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1 0, 1 3. 1 4. 1 6, 1 7, 31 , 32, 33, 34, and 36 are rejected under 35 
U.S.C. 102(b) as being anticipated by Flam (US 5,513,627). 

3. As to claim 10, Flam teaches a laryngeal mask ainway 1 0 comprising: a curved 
tubular guide 15 for insertion through a patient's mouth and Into the patient's ainway, 
said guide having a distal opening 19 to abut the patient's glottis and a proximal opening 
at 17 remaining outside the patient's mouth after insertion of the guide, said guide 
allowing insertion of an endotracheal tube 20 along the guide to a position past the 
patient's larynx (See Figs. 6 and 8 which depict insertion of endotracheal tube 
along the guide); and a laryngeal mask 11 surrounding the distal opening 19 of the 
guide to substantially seal the glottis in fluid communication with the distal opening 19 of 
the guide, said laryngeal mask having: (a) a lower portion 14 shaped to substantially 
block the patient's esophagus EO below the patient's glottis and align the distal opening 
19 of the guide with the patient's glottis (See Fig. 8); and (b) an upper portion 12 ; 
surrounding the distal opening of the guide and substantially filling the patient's 
laryngopharynx (area between EO and LO) adjacent to the glottis, so that the distal 
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opening 19 of the guide is axially aligned witfi and abuts the patient's glottis on end as ; 
the guide is inserted along the patient's airway and is sealed in fluid communication; with 
the patient's glottis by the laryngeal mask 11 (See Fig. 8). 

4. As to claim 13, Flam teaches a laryngeal mask airway 10 wherein the guide 15 
is contoured to the shape of the patient's mouth and airway (See Figs. 8-9 which 
shows flexibility of guide to contour to the shape of the patient's mouth and 
airway). 

5. As to claim 14, Flam teaches a laryngeal mask airway wherein the distal 
opening 19 of the guide is beveled to substantially match the angle of the glottis (See 
Fig. 8 as 19 is angled to seals up against LO). 

6. As to claim 16, Flam teaches a laryngeal mask airway the guide further 
comprises a distal tip having an anterior portion with a protrusion 13 to push against the 
patient's vallecula and thereby lift the epiglottis from the glottis (See Fig. 8 where 13 
pushes up against the vallecula to lift EP). 

7. As to claim 17, Flam teaches a laryngeal mask airway wherein the laryngeal 
mask 11 further comprises opposing side portions 11 A to pinch the patient's epiglottis 
EP between the side portions of the laryngeal mask 11 as the guide is inserted into the 
patient's laryngopharynx to thereby lift the patient's epiglottis EP from the glottis (See 
Figs. 2 and 8). 

8. As to claim 31 , Flam teaches a laryngeal mask airway 10 comprising a curved 
tubular guide 15 for insertion through a patient's mouth and into the patient's ainway and 
allowing insertion of an endotracheal tube 20 through (please note the endotracheal 
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tube 20 is inserted Into the patient's mouth and airway via/through the assistance 
of the guide) the guide, said guide having a distal opening 19 defining an axis for | 
advancing an endotracheal tube beyond the guide (See Figs. 8-9), and a proximal ; 
opening at 17 remaining outside the patient's mouth after insertion of the guide (See 
Fig. 8); a support member 21 extending from the outer curvature of the distal opening of 
the guide In a direction substantially parallel to, and offset from the axis of the distal 
opening of the guide (See Fig. 2), and a laryngeal mask 11 surrounding the support 
member 21 and distal opening 19 of the guide to substantially seal the patient's glottis 
(See Fig. 8, which shows 19 sealing opening to LO) about the distal opening of the 
guide and axially align the distal opening of the guide with the patient's glottis on end a$ 
the guide is inserted along the patient's ainway, thereby enabling an endotracheal tube 
20 to be advanced axially from the distal opening of the guide into the patient's trachea 
(See Figs. 8-9). 

9. As to claim 32, Flam teaches a laryngeal mask airway wherein the laryngeal 
mask further comprises: a lower portion 14 shaped to substantially block the patient's 
esophagus EO below the patient's glottis; and an upper portion 12 surrounding the 
distal opening 19 of the guide and substantially filling the patient's laryngopharynx (area 
between EO and LO) adjacent to the glottis, wherein the laryngeal mask 11 direct^ the 
guide along the patient's airway so that the distal opening 19 of the guide abuts the 
patient's glottis (See Fig. 8, which shows 19 sealing opening to LO). 

1 0. As to claim 33, Flam teaches a laryngeal mask airway wherein the guide further 
comprises a distal tip having a protrusion 13 from the inner curvature of guide to push 
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against tlie patient's vallecula and thereby lifting the patient's epiglottis from the glottis 
(See Fig. 8 where 13 pushes up against the valiecula to lift EP). 

11. As to claim 34, Flam teaches a laryngeal mask airway wherein the laryngeal 
mask 11 further comprises opposing side portions 11 A to pinch the patient's epiglottis 
EP between the side portions of the laryngeal mask 11 as the guide is inserted into the 
patient's laryngopharynx to thereby lift the epiglottis EP from the glottis (See Figs. 2 
and 8). 

12. As to claim 36, Flam teaches a laryngeal mask airway wherein the laryngeal 
mask 11 comprises a soft, resilient material (See Col. 4, lines 47-51). 

Double Patenting 

1 3. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent ; 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1; 
F.3d 1 046, 29 USPQ2d 201 0 (Fed. Cir. 1 993); In re Longi, 759 F.2d 887, 225 

USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA : 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and. In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) m^y be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a I 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

1 4. Claims 1 , 4-1 0, 1 2-1 9, 27-37, and 39 are rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over claims 1r20 



of U.S. Patent No. 6,668,821 . Although the conflicting claims are not identical, they are 
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not patentably distinct from each other because application claims are merely broaqler 
than the patented claims, therefore, the patented claim "anticipates" the application: 
claim and as such the application claims are not patentably distinct. See In re 
Goodman, 1 1 F.3d 1 046, 29 USPQ2d 201 0 (Fed. Cir. 1 993). 
1 5. Claim 1 of the instant application recites "a laryngeal mask airway comprising" 
(See preamble of claims 1, 10, and 15 of the patent): "a curved tubular guide for ; 
insertion through a patient's mouth and into the patient's ainway, said guide having a 
distal opening to abut the patient's glottis and a proximal opening remaining OLitside| the 
patient's mouth after insertion of the guide, said guide allowing insertion of an 
endotracheal tube along the guide to a position past the patient's larynx" (See lines 2-8 
of claims 1, 10, and 15 of the patent); "a sealing nng within the guide adjacent to the 
proximal opening of the guide providing a seal around the endotracheal tube as the 
endotracheal tube is inserted along the guide" (See claims 3, 13, and 16 of the 
patent): "a laryngeal mask surrounding the distal opening of the guide to substantially 
seal the glottis about the distal opening of the guide" (See lines 13-20 of claim 1 of the 
patent, lines 10-14 of claim 10 of the patent, and lines 13-20 of claim 15 of the 
patent), and "a ventilation port adjacent to the proximal opening of the guide to supply a 
flow of air/oxygen through the guide and the patient's larynx into the patient's lungs 
during insertion of an endotracheal tube along the guide" (See lines 21-25 of claim 1 of 
the patent; lines 43-46 of claim 10 of the patent; and lines 21-27 of claim 15 of the 
patent). The difference between claim 1 of the application and claims 1,10, and If of 
the patent lies in the fact that the patent claim includes additional features and is thus 
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more specific. Therefore, tlie application claim is anticipated by the patented claim and 
as such the application claim is not patentably distinct. See In re Goodman, 1 1 F.3(J 
1 046, 29 USPQ2d 201 0 (Fed. Cir. 1 993). 

1 6. As to claim 4 of the application, the limitations can be found in claims 4, 1 2, 
and 17 of the patent. 

17. As to claim 5 of the application, the limitations can be found in claims 5, 1 p, 
and 1 8 of the patent. 

1 8. As to claim 6 of the application, the limitations can be found In claims 6, 1 0, 
and 1 9 of the patent. 

1 9. As to claim 7 of the application, the limitations can be found in claims 7, 1 p, 
and 20 of the patent. 

20. As to claim 8 of the application, the limitations can be found in claims 8 and 14 
of the patent. 

21 . As to claim 9 of the application, the limitations can be found In claim 9 of the 
patent. 

22. Claim 10 of the instant application recites "a laryngeal mask ainway 
comprising " (See preamble of claims 1,10, and 15 of the patent): "a curved tubular 
guide for insertion through a patient's mouth and into the patient's airway, said: guid^ 
having a distal opening to abut the patient's glottis and a proximal opening remaining 
outside the patient's mouth after insertion of the guide, said guide allowing insertion; of 
an endotracheal tube along the guide to a position past the patient's larynx" (Sjee lines 
2-8 of claims 1,10, and 15 of the patent); and "a laryngeal mask surrounding the 
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distal opening of the guide to substantially seal the glottis in fluid communication wi^h : 
the distal opening of the guide " (See lines 13-20 of claim 1 of the patent, lines 10-14 
of claim 10 of the patent, and lines 13-20 of claim 15 of the patent), "said laryngeal 
mask having: (a) a lower portion shaped to substantially block the patient's esophagus 
below the patient's glottis and align the distal opening of the guide with the patient's; 
glottis; and (b) an upper portion surrounding the distal opening of the guide and 
substantially filling the patient's laryngopharynx adjacent to the glottis, so that the distal 
opening of the guide is axially aligned with and abuts the patient's glottis on end as the 
guide is inserted along the patient's ainway and is sealed in fluid communication with the 
patient's inlet glottis by the laryngeal mask" (See claim 5 of the patent; lines 25-33 of; 
claim 10 of the patent, and claim 18 of the patent). The difference between claim 10 
of the application and claims 1 , 5, 10, and 18 of the patent lies in the fact that the patent 
claim includes additional features and is thus more specific. Therefore, the application 
claim is anticipated by the patented claim and as such the application claim is not 
patentably distinct. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir 
1993). 

23. As to claim 12 of the application, the limitations can be found in claims 1,10, 
and 15 of the patent. 

24. As to claim 13 of the application, the limitations can be found in clainis 1,10, 
and 15 of the patent. Note that in the patent the guide is recited as being curved 
therefore it would be contoured to the shape of the patient's mouth and airway. 
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25. As to claim 14 of the application, the limitations can be found in claims 1,10, 
and 15 of the patent. Note that in the patent the distal opening is recited to substantially 
seal the patient's glottis, therefore it would have to be beveled in order to seal the 
angled glottis. 

26. As to claim 15 of the application, the limitations can be found in claims 3, 13, 
and 1 6 of the patent. 

27. As to claim 16 of the application, the limitations can be found in claims 6, 10, 
and 1 9 of the patent. 

28. As to claim 17 of the application, the limitations can be found in claims 7, 10, 
and 20 of the patent. 

29. Claim 18 of the instant application recites, "a laryngeal mask airway 
comprising" (See preamble of claims 10 and 15 of the patent): "a curved tubular 
guide for insertion through a patient's mouth and into the patient's airway to allow 
insertion of an endotracheal tube along the guide and through the patient's larynx, said 
guide having a distal opening to abut the patient's glottis and a proximal opening 
remaining outside the patient's mouth after insertion of the guide" (See lines 2-8 of 
claims 10 and 15 of the patent); "a sealing ring within the guide adjacent to the 
proximal opening of the guide providing a seal around the endotracheal tube as the 
endotracheal tube is inserted along the guide: and a laryngeal mask surrounding the 
distal opening of the guide to substantially seal the glottis about the distal opening of the 
guide" (See claims 13 and 16 of the patent) , "said laryngeal mask having: (a) a 
support member extending from the distal end the guide and having a tip extending: into 
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the patient's esophagus " (See lines 15-19 of claim 10 of the patent and lines 9-12 of 
claim 15 of the patent); (b) "a lower portion extending from the support member that is 
shaped to substantially blocl< the patient's esophagus below the patient's glottis and 
align the distal opening of the guide with the patient's glottis as the guide is advanced 
along the patient's airway; (c) an upper portion extending from the support member and 
surrounding the distal opening of the guide to substantially fill the patient's 
laryngopharynx adjacent to the glottis" (See lines 25-33 of claim 10 of the patent,; and 
claim 18 of the patent) ; and "a ventilation port adjacent to the proximal opening of the 
guide to supply a flow of air/oxygen through the guide and the patient's larynx into the 
patient's lungs during insertion of an endotracheal tube along the guide" (See; lines 43- 
46 of claim 10 of the patent; and lines 21-27 of claim 15 of the patent). The 
difference between claim 18 of the application and claims 10, 15, and 18 of the patent 
lies in the fact that the patent claim includes additional features and is thus more 
specific. Therefore, the application claim is anticipated by the patented claim and a$ 
such the application claim is not patentably distinct. See In re Goodman, 1 1 F;.3d 1046, 
29 USPQ2d 2010 (Fed. Cir. 1993). 

30. As to claim 19 of the application, the limitations can be found in claims 12 and 
1 7 of the patent. 

31 . As to claim 22 of the application, the limitations can be found in claim 1 4 of the 
patent. 

32. As to claim 27 of the application, the limitations can be found in claims 1.10, 
and 15 of the patent. 
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33. As to claim 28 of the application, the limitations can be found in claims 10 and 
15 of the patent. 

34. As to claim 29 of the application, the limitations can be found in claims 10 and 

19 of the patent. 

35. As to claim 30 of the application, the limitations can be found in claims 1 0 and 

20 of the patent. 

36. Claim 31 of the instant application recites "a laryngeal mask airway 
comprising" (See preamble of claims 1, 10 and 15 of the patent): "a curved tubular 
guide for insertion through a patient's mouth and into the patient's airway and allowing 
insertion of an endotracheal tube through the guide, said guide having a distal operiing 
defining an axis for advancing an endotracheal tube beyond the guide, and a proxirnal 
opening remaining outside the patient's mouth after insertion of the guide" (See lines 2 
8 of claims 1, 10, and 15 of the patent); "a support member extending from the outer 
curvature of the distal opening of the guide in a direction substantially parallel to, and 
offset from the axis of the distal opening of the guide" (See lines 9-12 of claim 1 of the 
patent, lines 15-19 of claim 10 of the patent and lines 9-12 of claim 15 of the 
patent), and "a laryngeal mask surrounding the support member and distal opening of 
the guide to substantially seal the patient's glottis about the distal opening of the guide 
and axially align the distal opening of the guide with the patient's glottis on end as the 
guide is inserted along the patient's airway, thereby enabling an endotracheal tube to be 
advanced axially from the distal opening of the guide into the patient's trachea" (See 
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lines 13-20 of claim 1 of the patent, lines 10-14 of claim 10 of the patent, and lines 
13-20 of claim 15 of the patent). 

37. As to claim 32 of the application, the limitations can be found in claims 5, 10, 
and 1 8 of the patent. 

38. As to claim 33 of the application, the limitations can be found in claims 6, 10, 
and 1 9 of the patent. 

39. As to claim 34 of the application, the limitations can be found in claims 7, 1 0, 
and 20 of the patent. 

40. As to claim 35 of the application, the limitations can be found in claims 8 and 
14 of the patent. 

41 . As to claim 36 of the application, the limitations can be found in claim 9 of the 
patent. 

42. Claim 37 of the instant application recites "a method for resuscitating a patient 
and simultaneously guiding insertion of an endotracheal tube into the patient's trachea ; 
comprising' (it should be noted that the method steps would be an obvious result 
from using the apparatus recited in claims 2, 11, and 15 of the patent): "insertiiig a 
tubular guide into a patient's mouth and hypopharynx, said guide having a curved distal 
portion shaped to allow insertion of an endotracheal tube through the guide into a 
patient's trachea' (See lines 2-8 of claims 1, 10, and 15 of the patent), "said guide 
further having a laryngeal mask surrounding the distal opening of the guide, inflating 
said mask to create a substantially air-tight seal about the glottis and the distal opening 
of the guide inserting an endotracheal tube through a seal ring at the proximal end of 



Application/Control Number: 10/674,136 
Art Unit: 3743 



Page 13 



the guide creating a substantially air-tigiit seal about the endotracheal tube and the 
proximal opening of the guide advancing the endotracheal tube along the guide and into 
the patient's trachea" (See lines 13-20 of claim 1 of the patent, lines 10-14 of claim 
10 of the patent, and lines 13-20 of claim 15 of the patent); "supplying air/oxygen via 
the guide into the patient's lungs via a ventilation port adjacent to the proximal operiing 
of the guide while advancing the endotracheal tube; and supplying air/oxygen through 
the endotracheal tube to ventilate the patient after the endotracheal tube has been ; 
advanced into the trachea' (See lines 21-25 of claim 1 of the patent; See lines 43-46 
of claim 10 of the patent; and lines 21-27 of claim 15 of the patent; See also 
claims 2 and 1 1 of the patent; It should be noted that although the patent claims 
do not specifically recite supplying air/oxygen through an endotracheal tube to 
ventilate the patient, it is inherent in intubating a patient with an endotracheal 
tube that air/oxygen is supplied via the endotracheal tube). The difference between 
claim 37 of the application and claims 1 , 2, 10, 1 1 , and 1 5 of the patent lies in the fact 
that the patent claim recites an apparatus rather than a method. However, using the 
apparatus as recited would result in the method claims set forth in the application. 
Furthermore, the patent claim includes additional features and is thus more specifif 
Therefore, the application claim is anticipated by the patented claim and as such ihh 
application claim is not patentably distinct. See In re Goodman, 1 1 F.3d 1046; 29 
USPQ2d 2010 (Fed. CIr. 1993). 
43. As to claim 39 of the application, it would have been obvious to one of ordjnary 
skill in the art at the time of the invention, that once the endotracheal tube has beerj 
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inserted and advanced into tlie traciiea that the guide be removed since the purpose 
and the function of the guide is to aid in the insertion of the endotracheal tube Into the 
trachea. 



Allowable Subject Matter 

44. Claims 2,11,21, and 38 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

45. The following is a statement of reasons for the indication of allowable subject 
matter: As to claims 2, 1 1 , 21 , and 38, the prior art of record does not teach nor render 
obvious the overall claimed combination of a laryngeal mask airway and a method for ; 
resuscitating a patient and simultaneously guiding insertion of an endotracheal tube into 
the patient's trachea having a removable guide cap to substantially seal the proximal ; 
opening of the guide during insertion of the guide. It should be noted that this guide cap 
serves to prevent reflux of oxygen or medicament or any fluid delivered through the 
guide. 

Conclusion 

46. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. US 6634354, US 6631713, US 6568388, US 6543446, US 
6405725, US 596421 7, and US 5694929. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mital B. Pate! whose telephone number is 703-^306- ; 
5444. The examiner can normally be reached on Monday-Friday (8:00 - 4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on 703-308-0101 . The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306, 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 
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Examiner 
Art Unit 3743 



